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REMARKS 

Claims 1-49 are pending in this application. Claims 10-15, 21-30, and 34-44 are 
withdrawn from consideration as drawn to non-elected invention. Claims 4, 5, 8, 9, 18, 20, 33, 
and 49 are canceled herein without prejudice. Thus, claims 1-3, 6, 7, 16, 17, 19, 31, 32, and 45- 
48 are under consideration. 

35 U.S.C § 112, first paragraph 

Claims 1, 4-9, 16, 18-20, 31, 33 and 45-49 are rejected under 35 U.S.C. § 1 12, If 1, for 
allegedly containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the are that the inventor(s), at the time the application was 
filed, had possession of the claimed invention. In particular, the Examiner has rejected claims 1, 
4-9, 16, 18-20, 3 1, 33 and 45-49 for the recitation of "substantially the same as SEQ ID NO: 1" 
or "fragments of SEQ ID NO: 1 Applicants respectfully traverse the rejection. 

The Examiner contends that the disclosure "fails to describe the common attributes or 
characteristics that identify members of the genus, and because the genus is highly variant, SEQ 
ID NO: 1 alone is insufficient to describe the genus." The Examiner also asserts that the 
recitation of "fragments of SEQ ID NO: 1" includes fragments "as small as a single nucleotide," 
and that combining this phrase with the term "having" must therefore encompass "every single 
DNA molecule isolated since the beginning of time." Applicants respectfully traverse the 
rejection. 

Although the applicants maintain their position regarding the phrase "substantially the 
same as," in order to further prosecution in this matter, applicants have amended claims 1,16, 
and 31 to remove reference to "substantially the same as" and canceled claims 4, 5, 8, 9, 18, 20, 
33, and 49. As no claims that remain under consideration contain rejected language, this 
rejection is moot. 

Regarding the phrase "H. capsulatum M antigen specific," applicants have amended the 
claims to move the phrase from the preamble of the claims to the body of the claims to remove 
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any uncertainty as too the intent of the limitation. Because this phrase was previously considered 
by the Examiner, the amendments do not constitute new matter or present any new issues and 
should be entered. 

With respect to the term "fragment," the Examiner is attempting to interpret the meaning 
of words in the claims in a manner inconsistent with the specific meaning ascribed to those 
words in the specification. As the Examiner is no doubt aware, the specification can be used in 
interpreting claim language when the specification provides definitions for terms appearing in the 
claims. In re VogeU 422 F.2d 438, 441 164 USPQ 619, 612 (CCPA 1970). Specifically, the 
meaning of the term "fragment" is read not only in light of the definition on page 16, lines 13-23, 
but in light of the limitation "i/. capsulatum M antigen-specific" which is defined on page 15, 
lines 18-23. Using these definitions, the Examiner cannot properly construe the claims to 
"include fragments as small as a single nucleotide," as such an interpretation would not be 
possible in light of the definition of "specific to." As defined on page 15, lines 7-23, "H. 
capsulatum M antigen-specific" limits the claim to antigens that "[t]he phrases 'specific to' and 
* unique to' the fungus H. capsulatum as used herein in relation to a nucleic acid or nucleic acid 
fragment means a nucleic acid or nucleic acid fragment which is not common to other related 
fungi or other microorganisms (i.e., it is only present in the fungus H. capsulatum)" [emphasis 
added]. 

The phrase '7f. capsulatum M antigen-specific" is an affirmative limitation that excludes 
sequences found in other organisms or in other H. capsulatum proteins. Thus, the claims must be 
read with the limitation of"//, capsulatum M antigen-specific" in mind, and cannot include 
fragments as small as a single nucleic acid. The inclusion of single nucleotides as fragments 
would run contrary to the definition of "specific to" as the nucleotides are shared among every 
isolated sequence since the beginning of time. Clearly something shared can not be said to be 
only present in K capsulatum. Thus, the claims define the distinguishing, common attributes of 
this genus through, at least, the requirement that the nucleic acid be "H. capsulatum M antigen 
specific." 
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A fragment of a molecule is, by definition, a subpart of that molecule. In the case of a 
nucleic acid, its fragments can only comprise contiguous nucleotides of the parent molecule. 
Thus, the genus of fragments of SEQ ID NO: 1 is completely and clearly described by the 
nucleotide sequence of SEQ ID NO: 1 itself. The specification clearly stipulates that a nucleic 
acid "fragment" means a "subsequence of the nucleic acid which is of a sufficient size and 
confirmation to properly function as a hybridization probe, as a primer in a polymerase chain 
reaction [(PCR)], to code for a polypeptide or polypeptide fragment, or in another manner 
characteristic of nucleic acids (page 16, lines 18-23)." Thus, there is no basis to assert that the 
genus of fragments of SEQ ID NO: 1 is not fully described. Since the genus is further 
constrained by the requirement that the fragments be H. capsulatum M antigen-specific, the 
genus is well-within the vision of the skilled artisan. 

In summary, applicants have amended the claims to remove reference to "substantially 
the same as" from the claims. Also, as noted above, the term "fragment" read in conjunction 
with the limitation "//. capsulatum M antigen-specific" and in light of the terms defined in the 
specification, provides a very specific genus relating to the structure (ie. the sequence) of SEQ ID 
NO: 1 which contains a finite number of species. All species being found only in the M antigen 
of H. capsulatum. Applicants believe this rejection to be overcome and respectfully request it be 
withdrawn. 

35 U.S.C. § 112, second paragraph 

Claims 1, 4-5, 8-9, 16, 18, 20, 31 and 33 are rejected under 35 U.S.C. § 112, If 2, for 
allegedly containing subject matter which is indefinite. In particular, the Examiner alleges that 
the phrase "substantially the same as" is vague and indefinite. Applicants note that claims 4, 5, 
8, 9, 18, 20, 33, and 49 have been canceled and claims 1,16, and 31 to remove reference to 
"substantially the same as." Applicants believe this rejection is now moot, and respectfully 
request its withdrawal. 
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35 U.S.C. § 102 

Claims 1-9, 16- 20, 31-33, and 45-49 are rejected under 35 U.S.C. § 102(a), for allegedly 
being anticipated by Zancope-Oliveira et al. (1997) in Abstracts of the 97 th General Meeting of 
the American Society of Microbiology p. 266, F-35. Applicants respectfully traverse this 
rejection. 

Applicants respectfully point out that the cited publication is not enabling for the 
information it discloses. It is a well known tenet of patent law that in order for a publication to 
anticipate a claim and therefore qualify as art under 35 USC 102(a), the cited art must be "known 
or used by others ... or described in a printed publication ..." Furthermore, the cited publication 
must be enabling for what it discloses. In re Hoeksema, 399 F.2d 269, 158 USPQ 596 (CCPA 
1968). Here, the Zancope-Oliveira et al. reference discloses merely the existence of a sequence 
to the M antigen of H. capsalatum. The reference does not disclose the actual sequence, and 
therefore does not put the public in possession of the invention. Moreover, as no actual sequence 
is provided in the disclosure, it can not be ascertained from the publication if the sequence 
referred to in the publication is indeed the subject of the present claims. At best the publication 
could be said to allude to the invention, but it does not provide enabling disclosure nor put the 
public in possession of the invention. Thus to the extent the Zancope-Oliveira et al. is being used 
as a printed publication or as evidence that the invention was known, it fails to meet the 
requirements under 35 USC 102(a) for failing to be an enabling disclosure. 

Additionally, applicants respectfully point out that the cited publication represents the 
applicants' own work as every author listed is also an inventor. The finding in Applied 
Materials, Inc. v. Gemini Research Corp., stands for the proposition that a disclosure (in that case 
a patent application) which discloses a later claimed invention, shows that the invention was 
invented before the disclosure date. In that case, because the disclosure was by the inventors 
only, it was evidence of the invention thereof by the applicants of the later-filed application. 
Applied Materials, Inc. v. Gemini Research Corp., 835 F.2d 279, 5, USPQ2d 1 127 (Fed. Cir, 
1987) reh'g granted, opinion modified, 15 USPQ2d 1816 (Fed. Cir.1988). Similarly in the event 
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that the cited reference fully discloses the invention claimed in the present application, the cited 
art could not be 102(a) prior art as it shows that the invention was invented before the publication 
date of the citation. 

Moreover, In re Land (54 C.C.P.A. 806; 368 F.2d 866; 151 USPQ (BNA) 621 (1966 
CCPA)) (Attached herewith as Exhibit A) stands for the proposition that inventor A can not be 
"another" to co-inventors A+B with respect to the invention of A+B. Thus, the disclosure of the 
invention of A+B in the publication of A is not prior art because the invention of A+B can not be 
published before it is conceived (invented) and A is not "another" to the invention of A+B (see 
page 630 paragraph 8 through page 633 paragraph 14). In particular, it is the opinion of the court 
as shown in In re Land is that "[w]hen the joint and sole inventions are related, as they are here, 
inventor A commonly discloses the invention of A&B in the course of describing his sole 
invention and when he so describes the invention of A&B he is not disclosing "prior art" to the 
A&B invention, even if he has legal status as 'another'" (page 633, paragraph 13). In the present 
application, the reference Zancope-Oliveira et al. is being cited for the disclosure of the existence 
of a sequence to the M antigen of H. capsulatum. The sequence of H. capsulatum M antigen is 
the subject matter of the claims at issue. Furthermore, the sequence of H. capsulatum M antigen 
is the invention of Rosely M. Zancope-Oliveira, Leonard W. Mayer, Errol Reiss, Timothy J. Lott, 
and George S. Deepe Jr. Thus, the Zancope-Oliveira et al. disclosure the does not represent the 
work of others as all of the authors of Zancope-Oliveira et al. are also inventors of the present 
application and, therefore, not "another" for the presently claimed invention nor could the 
publication have taken place prior to the conception of the invention. Therefore, Zancope- 
Oliveira et al. can not anticipate the invention disclosed in the present application. 

In order to further prosecution of the rejected claims, applicants submit herewith a 
declaration from Dr. Timothy Lott under 37 CFR 1.132 stating that the relevant subject matter 
disclosed in Zancope-Oliveira et al, i.e., the subject matter of claims 1-9, 16- 20, 31-33, and 45- 
49, is the invention of Rosely M. Zancope-Oliveira, Leonard W. Mayer, Errol Reiss, Timothy J. 
Lott, and George S. Deepe Jr. Thus the Zancope-Oliveira et al. reference is not prior art because 
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the relevant subject matter is not the invention of another. Applicants believe this rejection to be 
overcome and respectfully request its withdrawal 

Claims 1, 4-9, and 45-49 are rejected under 35 U.S.C. § 102(b), for allegedly being 
anticipated by Stryer (BIOCHEMISTRY 3 rd edition, New York, 1988, page 72). The Examiner's 
rejection is based on the term "fragment" being interpreted to include a single nucleic acid, and 
thus is anticipated by Stryer for the disclosure of Adenine, Guanine, Thymine, and Cytosine. To 
further clarify the claims, applicants have amended the claims to move the limitation of"//. 
capsulatum M antigen-specific" from the preamble of to the body of the claim. As amended, the 
claim states that the nucleic acid of the claim must be "//. capsulatum M antigen-specific," any 
anticipatory sequence must also be specific to the M antigen of H. capsulatum. Stryer does not 
disclose any such sequence. Nor does Stryer disclose SEQ ID NO: 1. 

The Examiner asserts that this limitation has been met because, in the words of the 
Examiner, the "Stryer is a 100% match to a 'fragment' of SEQ ID NO:l " again asserting that 
fragment can include single nucleic acids. Thus, the Examiner deems the structure disclosed by 
Stryer to be specific for H. capsulatum. However, this interpretation is dependent on a "fragment 
H. capsulatum M antigen-specific" as including single nucleotides wholly ignores the plain 
meaning of "specific" as used in this context. Applicants respectfully assert that this is improper. 
Because single nucleic acids would be a 100% match for any single nucleic acid from any 
sequence and bind to any nucleic acid encoding any antigen, they can not be H. capsulatum M 
antigen-specific as required by the claims and as provided by the definition of "specific to" on 
page 15 of the specification. In particular, page 15, lines 18-23 relate to nucleic acids and states 
that "[t]he phrases 'specific to' and 'unique to' the fungus H. capsulatum as used herein in 
relation to a nucleic acid or nucleic acid fragment means a nucleic acid or nucleic acid fragment 
which is not common to other related fungi or other microorganisms (i.e., it is only present in the 
fungus H. capsulatum)" [emphasis added]. For example, although a single Adenine, Guanine, 
Thymine, or Cytosine nucleic acid may bind a nucleic acid encoding H. capsulatum M antigen, 
the same nucleic acid would also bind to all other nucleic acids and therefore would not be 
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specific. Applicants remind the Examiner that claims must be read in light of the specification 
and terms used in the claims must be read with deference to the definitions of said terms 
provided in the specification. 

Furthermore, there are numerous examples in the published literature of the use of 
"specific" cpmsistent with applicants definition and with their use of this term in the present 
claims. 

Clearly, single nucleic acids can not be found to only be present in H. capsulatum as 
required by the specification in order for a nucleic acid to be "specific to" H. capsulatum. Thus, 
no reading of Stryer can create a situation in which Stryer anticipates the claim. Applicants 
believe this rejection to be overcome and respectfully request its withdrawal. 

Claims 1, 4-9, 16, 18- 20, 31, 33, and 45-49 are rejected under 35 U.S.C. § 102(e), for 
allegedly being anticipated by Lee et al., U.S. Patent No. 5,693,501 (the '501 patent). The 
Examiner contends that the claims of the present application comprise a nucleic acid comprising 
SEQ ID NO: 1 , substantially the same as SEQ ID NO: 1 , and fragments of SEQ ID NO: 1 . The 
Examiner then contends that the sequences disclosed in the '501 patent are substantially the same 
as SEQ ID NO:l. Applicants respectfully point out that the '501 patent does not disclose any 
sequence of the M antigen of K capsulatum or its complement or any fragment thereof. Rather, 
it discloses sequences of the H. capsulatum rRNA gene internal transcribed spacer region I 
(ITSI). The Examiner's basis for this rejection revolves around the incorrect interpretation of the 
phrase "substantially the same as" and "fragments." As previously discussed, the phrase 
"substantially the same as" has eliminated from the claims. Additionally, for reasons stated 
above, the term "/£ capsulatum M antigen-specific fragment" can not be applied to single 
nucleotides or fragments that are not found only in the M antigen of H. capsulatum. Thus, the 
'501 patent cannot anticipate any of the claim of the present application. Applicants believe this 
rejection to be overcome and respectfully request it be withdrawn. 

Pursuant to the above amendments and remarks, reconsideration and allowance of the 
pending application is believed to be warranted. The Examiner is invited and encouraged to 
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directly contact the undersigned if such contact may enhance the efficient prosecution of this 
application to issue. 

No fee is believed due; however, the Commissioner is hereby authorized to charge any 
additional fees which may be required or to credit any overpayment to Deposit Account 
No. 14-0629. 

Respectfully submitted, 

Gwendolyn D. Spratt 
Registration No. 36,016 



NEEDLE & ROSENBERG, P.C. 
Customer Number 23859 
(678) 420-9300 (Telephone) 
(678) 420-9301 (Facsimile) 



CERTIFICATE OF MAILING 

I hereby certify that this correspondence is being deposited with the United States Postal Service as first class mail in an envelope addressed to: 
MAIL STOP AF, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450, on the date indicated below. 

Gwendolyn D. Spratt Date 
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10-04 02:22pm From- 



T-287 P. 001/002 F-663 



ATTORNEY DOCKET NO. 141 14.0325U2 

Serial No. 09/674,195 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Application of 
Zancope-Oliveira et al. 
Serial No. 09/674,195 
Filed: August 3, 2001 

For: "NUCLEIC ACIDS OF THE M ANTIGEN 
GENE OF HISTOPLASMA CAPSULATUM, 
ANTIGENS, VACCINES AND ANTIBODIES, 
METHODS AND KITS FOR DETECTING 
HISTOPLASMOSIS" 

DECLARATION OF TIMOTHY J. LOTT UNDER 37 C.F.R. 5 1.132 

Commissioner for Patents NEEDLE & ROSENBERG, P.C. 

P.O. Box 1450 The Candler Building 

Washington, D.C. 20231 127 Peachtree Street, N.E. 

Atlanta, Georgia 3 03 03- 1 8 1 1 

Dear Sir: 

I, Timothy J. Lott, a citizen of the United States, residing at 2S36 Rangewood Terrace, 
Atlanta, GA 30345, declare that; 



1 . 1 am a co-inventor with Rosely M. Zancope-Oliveira, Leonard W. Mayer, Errol Reiss, 
and George S. Deepe Jr., of the above-referenced patent application and of the subject matter 
described and claimed therein. 




Group Art Unit: 1645 
Examiner: Navarro, Albert M. 
Confirmation No. 3262 



May-10-04 02 :22pm From' 



T-287 P. 002/002 F-663 
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2. I am co-author of the publication by Rosely M. Zancope-Oliveira, Leonard W. Mayer, 
Errol Reiss, and Timothy J. Lott entitled Zancope-Oliveira et al. (1997) in Abstracts of the 97 th 
General Meeting of the American Society of Microbiology?. 266, F-35. 

3. I understand that the Zancope-Oliveira et al reference is been applied in a rejection 
against claims 1-9, 16- 20, 31-33, and 45-49 of the above referenced application. Specifically , I 
understand that the reference to the existence of a sequence to the M antigen of H. capsulatum in 
Zancope-Oliveira et al. is being applied in a rejection against claims 1-9, 16- 20, 31-33, and 45- 
49 of the above referenced application. 

4. Rosely M. Zancope-Oliveira, Leonard W. Mayer, Errol Reiss, George S. Deepe Jr., 
and I are the co-inventors of the subject matter of claims 1-9, 16- 20, 31-33, and 45-49 of the 
above referenced application. The sequence of the M. antigen of H. capsulatum (the subject 
matter described in the ZancopS-Oliveira et al. reference) was invented by Rosely M. Zancope- 
Oliveira, Leonard W. Mayer, Errol Reiss, George S. Deepe Jr., and me. 

5. I further declare that all statements made herein are true, and that all statements made 
on information and belief are believed to be true; and further, that these statements were made 
with the knowledge that willful false statements and the like are punishable by fine or 
imprisonment or both, under § 1001 of Title 18 of the United States Code and that such willful 
false statements may jeopardize the validity of the application or document or any patent issuing 
therefrom. 
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